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l]lF'ESIMETA®

; Simvastatm
\hén *ﬂén bao phim

N -”'./\
THANH PHAN: NUga7927
Vién nén bao phim OPESIMETA‘B’ 10 mﬁl vién chia:
Hoat chat: Simvastatin .................. 10 mg

Té dugc: Tinh bot tién ho hoa, flowlac 100, cellulose vi tinh thé, acid ascorbic, acid citric, butylated

hydroxyanisol, magnesi stearat, opadry Il white va opadry |l pink.

Vién nén bao phim OPESIMETA® 20: mdi vién chua:

Hoat chat: Simvastatin ................... 20 mg

Td dugc: Tinh bot tién hG haa, flowlac 100, cellulose vi tinh thé, acid ascorbic, acid citric, butylated

hydroxyanisol, magnesi stearat, opadry Il white va opadry Il pink.

MO TA SAN PHAM:

OPESIMETA® 10: Vién nén tron bao phim mau héng nhat, ¢6 chit “OPESIMETA 10" trén mdt mit vién.

OPESIMETA® 20: Vién nén tron bao phim mau hong, cé chi “OPESIMETA 20" trén mot mét vien.

DUQC LUC HOC:

- Simvastatin 1a thudc ha lipid dugc tong hgp tir sén phdm I&én men clia Aspergillus terreus. Sau
khi ubng, Simvastatin- von la mot lactone bat hoat- dugc thily phan sang dang B-hydroxyacid
tuong ng. Day [& mdt chét Gc ché men 3-hydroxy-3 methyl-glutaryl-coenzyme A (HMG-CoA)
reductase. Men nay xic tac phin ting chuyén HMG-CoA thanh mevalonate, 1a mét khau sém
trong qua trinh sinh tdng hgp cholesterol.

|

Dugc BONG HOC: 17

- Simvastatin 1a mot lactone, trong co thé dugc thlly phan sang dang B-hydroxyacid tuong iing,
mot chédt cd tac dung Uc chd manh men HMG-CoA reductase. Phdn I6n Simvastatin trai qua
qua trinh chuyén hod Ian ddu & gan, day la vi tri tdc dong dau tién. Khong dén 5% liéu ubng
vao dugc hé tudn hoan dudi dang hoat chat. C3 simvastatin va chat chuyén hoa B-hydroxyacid
gan két vai protein huyét tuong dén 95%. Thudc dugc bai tiét chil yéu qua phan théng qua cdc
chdt chuyén héa trong mat. Khodng 10 - 15% dugc tim thay trong nudc tiéu, chi yéu & dang
bat hoat. Thai gian ban hlly clia chat chuyén hoa ¢6 hoat tinh Ia 1.9 gid.

CHi DINH:

- Tang cholesterol mau: Simvastatin dugc chi dinh hd trg cho mét ché dé in lam giam
cholesterol toan phadn, LDL-cholesterol, apolipoprotein B va cic triglyceride & bénh nhan ting
cholesterol mau nguyén phat, tdng cholesterol méu gia dinh ¢6 tinh di truyén déng hop tif hodc
ting cholesterol mau két hop khi bénh khong dap ng di véi ché dd dn va cac phuong thic
diéu tri khdng ding thudc don thudn. Simvastatin cling lam tang HDL-cholesterol va vi vay 1am
gidm 11 1& LDL/HDL va ty 18 cholesterol toan phdn/ HDL.

- Bénh dong mach vanh: trén bénh nhdn c6 bénh dong mach vanh va tdng cholesterol mau,
Simvastatin dugc chi dinh nhdm lam gidm nguy co tf vong; gidm nguy co tif vong do mach
vanh va cdc nhdi mau cg tim khong gay tif vong: gidm nguy co phdi trai qua thl thuat tai thong
dong mach vanh (phau thuit bic ciu va nong mach vanh) va lam cham tién trién clia xd vira
mach vanh, bao goém gidm qua trinh phét trién cla sang thuong mdi va gidm hién tugng tic
nghén hoan toan.

- Simvastatin cting dugc chi dinh hd trg cho ché do in va céc phudng thdc diéu tri khong tiét

thuc khac dé 1am giam tinh trang tang cholesterol toan phan, LDL-cholesterol, apolipoprotein B
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bénh khéng ddp ng di véi cdc bién phap diéu tri khac.

CACH DUNG - LIEU DUNG:

Khuyén cdo bdt dau diéu trj vai liu thap nhat ma thudc cd tic dung, sau d6 .ndu cin thist, co
thé diéu chinh liéu theo nhu cdu va dép (ng clia tiing ngudi bing cach ting liéu ting dot cdch
nhau khéng dudi 4 tudn va phai theo ddi cdc phan ting c6 hai clia thudc, dic biét 1a cac phan
ing ¢6 hai ddi véi hé co.

Bénh nhdn phdi tudn thi chat ché ché do &n chudn dé ha cholesterol trudc khi dung
Simvastatin va tiép tuc tudn theo ch& d§ #n trong khi dang diéu tri bing Simvastatin.

Tdng cholesterol mau: liéu khdi ddu thong thudng 1a 10 mg/ngay diing mot 1dn duy nhat vao
bui tdi. Bénh nhan tdng cholesterol mau thé nhe hodc trung binh c6 thé ding lidu khdi diu
Simvastatin 5mg. Biéu chinh liéu, néu can, chi nén thyc hién sau thoi gian diéu tri khong duti 4
tuan, dén liéu t6i da 40 mg mdi ngay dung mot 14n duy nhét vao budi t6i. O bénh nhan bj ting
cholesterol trdm trong khéng dap tng véi liéu 40 mg/ngay va c6 nguy cd bi bénh tim mach
cao, c6 thé ngoai Ié tang liéu 1én dén 80 mg/ngay.

Bénh nhén ding dong thdi Amiodaron véi Simvastatin, khong nén dung qud 20 mg/ngay.

Néu néng do LDL-cholesterol dui 75 mg/dL (1,94 mmol/L) hay cholesterol huyét tuong toan
phdn dudi 140 mg/dL (3,6 mmol/L), cdn chi y dé giam lidu Simvastatin.

Tang cholesterol mau gia dinh c6 tinh di truyén dong hgp tl: dya trén két qua clia nghién ciu
lam sang c6 déi chiing, liéu Simvastatin dugc dé nghij cho cac chiing ting cholesterol mau gia
dinh ¢ tinh di truyén déng hop tit 1a 40 mg/ngdy ding mét Idn duy nhét budi t6i hay 80
mg/ngay chia lam 3 Idn 20 mg, 20 mg va 40 mg budi t6i. Nén ding Simvastatin hd trg cho
cac diéu tri ha lipid mau khac (nhu loc LDL) cho céc bénh nhén nay khi khéng ding dugc cac
phuang thic diéu tri khac khéng c6 sin. i
Bénh mach vanh: cac bénh nhén bénh mach vanh c6 thé dung liéu khdi ddu 20 mg/ngay mot
ldn duy nhét vao buGi t6i. Néu cén, c6 thé diéu chinh liéu nhu dugc dé cap & phén trén.

Diéu trj két hop: Simvastatin ¢ hiéu qua khi ding don doc hoic phéi hop véi céc thusc ngung
két acid mat.

Néu bénh nhan dang dung cac thudc cyclosporin, fibrat hodc niacin chung véi Simvastatin, liéu
toi da dugc dé nghi 1 10mg/ngay.

Liéu & bénh nhan suy than: do khéng bai tiét nhiéu qua than, khong can diéu chinh liéu
Simvastatin cho bénh nhan suy than mic dg trung binh. § bénh nhan suy thdn mic d§ ndng
(thanh thai creatinin <30 mi/phit), liéu trén 10mg/ngay phdi dudc danh gid cin than va néu
thdy cdn thiét, c4n than trong khi ding.

CHONG CHI DINH:

L

Ding simvastatin phdi hdp vdi céc thudc dc ché CYP 3A4 manh nhy: itraconazol, erythromycin,
clarithromycin, telithromycin, thudc tc ché protease clia HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, cyclosporin, danazol. (xem myc tudng tac thuic).

Qud man v6i bat ky thanh phan nao clia thudt.

Bénh gan tién trién véi gia ting cac men transaminase huy€t thanh dai déng khong giai thich dugc.
Phu ni c6 thai va cho con ba.

UU Y VA THAN TRONG:

Can cén nhdc khi dung thudc d6i vai bénh nhan ¢6 nhing yéu t§ nguy co dan dén ton thuong
cd. Thudc c6 nguy cd gay ra cac phan (ing c6 hai ddi vi hé co, dac bigt d6i vi cac bénh nhan
¢ yéu t6 nguy co nhu bénh nhan trén 65 tudi, bénh nhan bi thi€u nang tuyén gidp khéng dugc
kiém soat, bénh nhan bi bénh than. Can theo doi chdt ché cac phan Ung c6 hai trong qua trinh
dung thudc.
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: - Simvastatin c6 thé 1am ting ndng do men creatin phosphokinase va transaminase trong huyét

thanh. Phai luu y tinh trang nay dé chidn doan phan biét ching dau ngyc & cac bénh nhan
dang diéu tri bang Simvastatin.

- Phai tam ngung ding Simvastatin & bat ky bénh nhén c6 cac bénh Iy cap trdm trong ggi y mot
bénh co hay c6 yéu t6 nguy co tién trién dén suy than thif phat do ly gidi co van, nhiém khufn
cdp trim trong, ha huyét p, dang chiu phau thuat I6n, chdn thuong va cdc i loan chuyén hoa,
ni tiét va dién gidi ning cing nhu déng kinh chua kiém soat dugc.

- Phai lam xét nghiém enzym gan trudc khi bt ddu diéu tri bang statin va trong trudng hgp chi
dinh 1dm sang y&u cdu xét nghiém sau do.

- Can nhic theo ddi creatin kinase (CK) trong trudng hop:

+ Trude khi diéu tri, xét nghiém CK nén dugc ti€n hanh trong nhiing trudng hgp: Suy giam chic
ndng than, nhugc gidp, tién st ban than hoic tién sit gia dinh mic bénh cg di truyén, tién sir
bi bénh cd do sii dung statin hodc fibrat truéc do, tién sit bénh gan va/hodc udng nhiéu rugu,
bénh nhan cao tudi (>70 tudi) cé nhiing y&u t6 nguy cd bi tiéu co van, khd ning xay ra tuong
tac thudc va mot s déi tugng bénh nhan dic biét. Trong nhiing trudng hgp ndy nén cin nhic
lgi ich/nguy cd va theo ddi bénh nhan trén 1am sang khi diéu tri bing statin. Néu két qud xét
nghiém CK>5 1an gidi han trén cla mic binh thudng, khng nén bdt ddu diéu tri bing statin.

+ Trong qué trinh diéu tri bing statin bénh nhan cén théng bao khi c6 cac biéu hién vé co nhu
dau co, cling co, y&u cd...Khi c6 cdc biéu hién nay, bénh nhan cdn lam xét nghiém CK dé c6
cdc bién phap can thiép phi hop.

- Phai than trong khi dung Simvastatin § bénh nhan uéng nhiéu rugu va/ hoic ¢4 tién sir bénh gan. LLV

- C4n theo ddi st cac tac dung khong mong mudn & bénh nhan 16n tui, bénh nhan bj suy tuyén
gidp va suy than.

- Phu nit ¢6 thai va cho con bi: Chdng chi dinh dung Simvastatin cho phu ni ¢6 thai. Chi nén
dung Simvastatin cho phu nit & tudi mang thai khi cdc bénh nhan nay khéng co khd ning thu
thai. N&u bénh nhén trd nén c6 thai trong khi dang ding thudc, phai ngung dung Simvastatin
ngay va bénh nhan phai dugc thong bdo vé cdc nguy co doc tinh dbi vdi thai nhi. Do chua xdc
dinh dugc tinh an toan trén phu nif c6 thai va cling khéng xac dinh 6 dugc Igi diém khi diu tri
bdng Simvastatin trong thai ky, phai ngung thudc ngay khi biét c6 thai. Chua rd 1a Simvastatin
hodc céc chat chuyén hoa clia nd c bai tiét qua sila me hay khong. Do nguy cd tim ning ciia
cac tac dung khong mong mubn trén tré bl me, phu nif dang dung Simvastatin khéng nén cho
con ba.

- Bénh nhén I6n tudi: Trén cac thi nghiém I1am sang c¢6 déi ching & cac bénh nhan trén 65 tudi
dung Simvastatin, khong co sy gia tang ro rét vé tin suat cac tc dung khdng mong mudn trén
I&m sang va trén cac chi s6 can lam sang.

- Tré em: Chua xac dinh dugc hiBu qua va tinh an toan clia Simvastatin trén bénh nhan dugi 18 tudi.

- Tac dung cda thudc khi vdn hanh may méc tau xe: C4n than khi dang Idi xe hoic van hanh
may moc cho dén khi ban biét Simvastatin &nh hubng 1&n ban nhu thé nao.

TAC DUNG KHONG MONG MUON:

Thuéng gdp, ADR>1/100:

- Tiéu chdy, tdo bén ddy hoi, dau bung va bubn non, dau ddu, chéng mat, nhin md, mét ngi, suy
nhugc, dau co khdp. Cdc két qud chic ning gan ting gdp 3 Ian gidi han trén so v6i binh
thudng, nhung phan 16n 1a khong c6 triéu chitng va héi phuc khi ngimg thudc.

It gap, 1/1000<ADR<1/100:

- Bénh co (két hop yéu co va ting ham lugng creatin phosphokinase huyét tuong (CPK)). Phét
ban & da, viém mii, viém xoang va ho.

Hiém gap, ADR<1/1000

-
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- Viém cd, tiéu cd van, dan dén suy than cdp thit phdt do myoglobin niéu. Suy gidm nhin thic

(nhu mat tri nhd, 10 13n), ting dudng huyét, ting HbA1c.
Théng bdo cho bdc sT nhifng tac dung khéng mong mudn gap phai khi si dung thuée.

TUGNG TAC THUGC

- Ting nguy co ton thudng co khi st dung simvastatin déng thdi vdi cc thubc sau: Gemfibrozil,
cac thudc ha cholesterol mau nhom fibrat khac, niacin liéu cao (> 1 g/ ngay), colchicin.

- Simvastatin phdi hgp véi cdc thudc Uc ché CYP 3A4 manh nhu: itraconazol, erythromycin,
clarithromycin, telithromycin, thudc Gc ché protease clla HIV, boceprevir, telaprevir, nefazodon,
posaconazol, gemfibrozil, cyclosporin, danazol, cé thé lam tidng néng do simvastatin, tang nguy
co bénh cd (xem chéng chi dinh).

- Tranh dung lugng I6n nudc ép budi (Grapefruit juice) (>1 lit ngay)

- Khdng ding qua 10 mg simvastatin/ ngay khi st dung ph6i hop vdi: Verapamil, Diltiazem,
Dronedaron. (Chang chi dinh phdi hgp céc thudc nay véi ché phdm co ham lugng simvastatin > 20 mg.

- Khong dung quéd 20 mg simvastatin/ ngay khi st dung phéi hgp vdi: Amiodaron, Amlodipin,
Ranolazin.

- Viéc sl dung déng thoi cac thubc ha lipid mau nhom statin véi cac thusc diéu tri HIV va viém
gan siéu vi C (HCV) c6 thé 1am tang nguy cd gy ton thudng cd, nghiém trong nhat Ia tiéu co
van, than hu din dén suy than va co thé gay tir vong.

- Digoxin: Ding dong thdi simvastatin va digoxin thdy & nhiing ngudi tinh nguyén khde manh cé
sy gia tdng nhe ndng do digoxin (dudi 0,3 mg/mL) ndng do thudc trong huyét tuong (bling xét
nghiém phéng xa mién dich digoxin) so véi ding déng thi placebo va digoxin. Can theo ddi
mot cach thich hop khi bat dau diéu trj bing simvastatin & nhiing bénh nhan dang ding digoxin.

- Cdc dan xudt Coumarin: Simvastatin 1am ting nhe tic dung chdng dong clia cic thusc chbng
déng Coumarin. Diéu tri bang Simvastatin khong gdy chdy méu hoic thay déi thoi gmnwl/
prothrombln 0 céc bénh nhan khong dung thudc chéng déng.

QUA LIEU VA XU TRi: .

Dén nay, khdng cé diéu tri ddic higu khi qua liéu ding. T4t cA ngui bénh héi phuc ma khéng dé lai

di chung. Néu xdy ra qua liéu, cdn diéu trigu ching va didu tri ning dd. Do g4n két manh véi

protein huyét tuong, loc méu khong hy vong lam ting dang k& thanh thi statin.

TRINH BAY:

- HOop 3 vi x 10 vién nén bao phim

- Hop 3 vi x 7 vién nén bao phim

- Hp 1 vi x 7 vién nén bao phim

BAO QUAN: Bo quin & nhiét do dusi 30°C, ndi kho rdo, tranh anh sang.

HAN DUNG: 36 thang ké tu ngay san xudt. Khong dung thudc khi qua han st dung.

NGAY XET LAI T0 HUGNG DAN SU DUNG:...

DE XA TAM TAY TRE EM.
BOC KY HUGNG DAN SUf DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S
Nha san xudt;

E%nm'ﬁ;r
\G, 5 CONG TY ¢8 PHAN DUGC PHAM 0PV
\\ —t L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Tinh Ddng Nai.
R DT: (061) 3992999 Fax: (061) 3835088
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PHO CUC TRUONG



